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Abraham A. Chaplan, M.D. 
: Place. 

Dear Dr. Chaplan: 

Notice of Disqualification to Receive Investigational New Drugs 

I have reviewed the record of the regulatory hearing conducted by Dr. 
Mark Novitch on November 15, 1978, relating to your eligibility to 
receive investigational-use drugs. At the hearing you were unable to 
offer satisfactory explanations for the deficiencies observed in your' 
clinical investigations of investigational new drugs as set forth in 
the September 7, 1978, Notice of Opportunity for Hearing on this 
matter. Therefore, on the basis of all information, I am affirming 
and adopting the January 17, 1979, Recommended Decision and Report of 
the Presiding Officer and have determined that you have repeatedly and 
deliberately failed to comply with the exempting regulations for new 
drugs for investigational use in that: 

s 
1. Patient records for the study which you conducted are 

inadequate. 

2. Patient records for the 
are inadequate. 

study which you conducted 

3. Patient records for the study which you conducted are 
inadequate. 

4. Patient records for the study which you conducted are - 
inadequate; further, there are inconsistencies between the 
patient records that do exist for patients in this study and 
patient case reports prepared for submission to the sponsor. 
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In accordance wfth 21 CFR 312.1(c), you are hereby advlsed that you 
are no longer entitled to recefve Investigational neu drugs. All such 
drugs now In your possesslm should be promptly returned to thefr 
supplfer. 

For your InformaVon, enclosed are copgels of letters which have been 
sent to all sponsors of lnvertlgations In uhIch you have been rimed as 
a partlclpant, notifying them that you are not entWcd to receive 
investigational-use drugs. 

Sincerely yours.- 

T!! Kc2 
J Donald Kennedy 2 

Coaxndssioner of Food and Drugs 

Enclosures 

cc: iiF-: (2) 00 HFi-4 
ED-1 
6C;F-1 
UFY-1 R/F 
WY-21 (Chaplan Files) 
HFA-225 
HFJ-1 
HFJ-5 (TRAC f7900473) 

c-- 



Department of Health, Mucaticn and Welfare 
Fbod and Drug Administration 

Report of the Presiding Officer 
In the Matter of the Eligibility of 

William L. Ems, Jr., M.D. !Jb 
Rzceive Investigational-Use Drugs 

-ON 

This ktter is before the Food and Drug Administration (Fw) b 
determine whether William L. Doss, Jr., M.D., an investigator of 
new drugs, should be entitled to amtinue to receive 
investigational-use drugs. Ftr the reasons given below, it is the 
recmmnded decision of the pmsiding officer that Dr. l&s has 
failed to exercise his right bo a regulatory hearing and that m 
the basis of the existing reoord he is m longer entitled to 
receive investigational-use drugs. 

': 
HAmw 

Dr. ibss was formerly a clinical investigator of 
underIND His study was inspected in 

June-1977, and eight specific deficiencies ware found in the 
conduct of his study. Dr. D3ss was offered an opportunity for an 
informal amference b reqond to those deficiencies. The 
conference was scheduled for IBmbar 19, 1977. Dr. Ikss did not 
ztibutrat.her sent two representatives fmnhis clinic to speak 

Their explanations of the deficiencies we= found 
unacceptable by the Buzeau of Ilrugs, and disqualificaticn as a 
recipient of investigatimal-use drugs was reoamrended. 

ANotice of @portunity for Hearing was senttoDr. mss on 
mrch 3, 1978. Dr. Doss requested a hearing,and Dr.JohnJennings 
was designated as the presiding officer. Dr. bssf hearing was 
scheduled for April 7, 1978, in &ckville, Maryland. 
mMarch 23,1978, Dr.Ibss m Dr.Jennings and requested a 
pos@onementof his heaxing. Ihedatewcn for the 
rescheduled hearing was April 21, 1978. Ch April 18, 1978, 
Dr, ms' assistant advised Dr. Jennixqs' office that&. Bss had 
been involved in an au*ile aocidantseveralweeks previously 
and, as a result, required surgery scheduled for April 19, 1978. A 
postponement was granted, and Dr. Ibss' hearing was reschedu.l&for 
June 16, 1978. 
postponea* 

At the request of Dr. TIDES, his hearing was again 
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I In a telephone amversation with Dr. Doss a newdate was agreed a-t 
far scheduling his hearing, a1~3 by notioe of July 17,'1978, his 
hearing was scheduled for August 17, 1978, cktce again, Izr. I;bss 
requestedpostponementbecause his health would not pennit him to 
attend a hearing. Over the nextfourmnths Dr. I&S* office was 
contacted periodically. On November 21, 1978, we were advised that 
Dr. Doss' healthhad ixproved and hehad resumedhismdical 
practice. 

By letter of We&r 22, 1978, W. mss was offered seven 
alternative dates in January 1979, an which we wem willing to 
schedule his hearing (Dr. Ibss was also advised thathr. Jennings 
was leaving the Agency ard the Carmissioner hti designated 
Dr. Mark Witch to preside athis hearing). No response was 
received from Dr. Doss. 
on Decenber 12, 1978. 

A follow-up telegrmwas sent to Dr. Doss 
No rmpa2se was received. By notice of 

Dece&er 20, 1978, the date of January 24, 1979, was designated by 
the presiding officer as the date for Dr. DXES' hearing. m 
January 19, 1979, the presidiq offioer oontacted Dr. m6s 
concerning his intentions in regard to the hearing. At&&time, 
Dr. Doss advised that he was physically unable to atterd and 
requestedapostpanement. A wire to that effect was sent ti the l :. 
presidimg officer by Dr. DDS on the same date. By letter of ' 
January29,1979, so that he cmld decide how to proceed in the 
matter, the presiding officer requested Dr. Doss to secure a 
statemntfrmhis physician as to his physical condition and as to 
thephysiciar~~s,pmgnosis as to whenDr. -would be able to 
attend a hearing. Noresponse to thatrequestwas received frqn 
Dr. Doss. 

By letter of April 11, 1979, (Att 1) the presiding officer notified 
Dr. Ibss that he was scheduling Dr. Ibss' hearing for May 15, 1979. 
The letter further advised that if a written reply was mt received 
fmnDr. Doss byMay1, either pmvidirrg a statement fmn his 
physician describing his medical amdition oc Dr. Doss' agreement 
to the May15hearing it would be considered asa refusal by 
Dr. Ioss tia reasonable cpportunity for hearing. No response to 
the presiding officer's April 11 notice was received by May 1 (or 
since) frCmDr. REis. 

The deficiencies ti Dr. fbss' cond'uct of investigational drug 
studies are set forth in the Bureau of Drugs' Nove&er 15, 1977, 
letter to Dr. Doss (Att 2). The explanations of these deficiencies 
offered at his December 19, 1977, conferenoe with the Bureau w@m- 
considea unacceptable. Because Dr. Doss has declined to 
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excercise his cpportunity for a 
determination, I remmend that 

regulatory hearing on the Wtreau' a 
the Onmissioner find, based cn & 

present yrd, that Dr. pDss has deliberately or repeatedly failed 
to cmply with the exempting provisions for investigational-use 
drugs. l+e April 11 letter to Dr. Ibss provided notice of the 
actim being 

__ 
rwzcnmended+thisreport,andthereasousforthe 

recmmendation. 
investigational drugs. 

I)r. bss is mt presently involved in the study of 
He does continue to operate a 

Accordingly, I remmmd that IX. DDS be notified by letter of his 
disqualification and that the letters b the sponsors of Dr 
clinical studies notifying them of IX. bss' disqualificati& Doss' 
should issue. 

Attachments 
Att. 1 - April 
Att. 

11, 
2 

1979 Wtice of 
- November 15, 1977 letter 

Hearing 
outlining deficiencies 

t 
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